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Generic policies: key features and updates 
 
•Physicians can prescribe INN  
 

•Pharmacists can suggest to replace branded with generic medicine, unless 
otherwise specified by the physician. Co-payment for branded products.  
 

•Regular publication of price lists of generic medicines (lists of 
transparency), a technical tool for all stakeholders provided by AIFA to foster 
NHS sustainability  
 

• Latest update: Financial Law 2017: for procurement purposes, biosimilars 
can compete with their own originators. 



Consumptions for in-patent and off-patent 
medicines: Jan-Sept 2016 (OsMed report) 



NHS expenditure for in-patent and off-patent 
medicines: Jan-Sept 2016 (OsMed report) 



Impact of generics on drug expenditure and 
consumptions per ATC in Italy (year 2015), 
OsMed 2015 



Consumptions of off-patent and generic 
medicines over total consumption of NHS 
reimbursable retail products 

OsMed 2015 



Regional expenditure of off-patent and generic 
retail medicines reimbursed by the NHS 

OsMed 2015 



OsMed 2015 

Consumptions of off-patent and generic 
medicines over total consumption of products 
purchased by NHS bodies 



OsMed 2015 

International comparison of retail expenditure 
(generics and off patent medicines) across 
countries  



 
 
 

The AIFA position paper on biosimilars 



The importance of Real World Data for 
biosimilars 
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Uptake of biosimilar ESAs in different Italian 
Regions over time 

Ingrasciotta Y et al. How Much Are Biosimilars Used in Clinical Practice? A Retrospective Italian Population-Based 
Study of Erythropoiesis-Stimulating Agents in the Years 2009-2013. BioDrugs. 2015;29(4):275-84. 

% ESA 
biosimilars on 
total ESA 
users: ~40% 



OsMed 2015 

Biosimilars vs originators: exp. and DDDs 



OsMed 2015 

Trends of 
expenditure 
and 
consumptions 



Further updated information 
 
Furthermore, the following update is provided on biosimilars most recently 
reimbursed and available to the Italian patients: 
 
•Etanercept: a biosimilar of Enbrel was indeed reimbursed in 2016 with 
about 30% price reduction compared to its originator following the 
negotiation process. 
•Infliximab: additional biosimilars of the originator Remicade are now 
available and reimbursed. Overall, approximately 25% price reduction has 
been negotiated for all infliximab biosimilars.  
 
Of note, the negotiation process for the definition of price and 
reimbursement of the biosimilar of Mabthera (rituximab), recently approved 
by EMA, is currently ongoing at the Italian Medicines Agency.  



Conclusions 
 
The uptake of generic medicines is still limited compared to other 
EU Member States 

 
Regional variability at the national level 

 
Increasing trends for the uptake of biosimilars 

 
Final Court decision on immediate reimbursability (with no 
negotiation) expected by end of year. 
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